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§807.21 How to register establish-

ments and list devices.

(a) Owners or operators of establish-
ments that are subject to the registra-
tion and listing requirements of this
part must provide the following infor-
mation to us using our electronic de-
vice registration and listing system,
except as provided in paragraphs (b),
(c), and (d) of this section:

(1) Initial establishment registration
information as required by §§807.22(a)
and 807.25;

(2) Updates to registration informa-
tion as required by §§807.22(b) and
807.25;

(3) Initial device listing information
as required by §§807.22(a), 807.25, and
807.28;

(4) Updates to device listing informa-
tion as required by §§807.22(b), 807.25,
and 807.28, including updates to reflect
the discontinuance or resumption of
the commercial distribution of a pre-
viously-listed device as specified at
paragraphs (d) and (e) of §807.28.

(b) If the information under §807.21(a)
cannot be submitted electronically, a
waiver may be requested. Waivers will
be granted only if use of electronic
means is not reasonable for the person
requesting the waiver. To request a
waiver, applicants must send a letter
to the Office of Compliance, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 66, rm. 2621, Sil-
ver Spring, MD 20993-0002, that in-
cludes the following information:

(1) The name and address of the de-
vice establishment(s) to be registered,
a contact person for the owner or oper-
ator of the establishment, and the tele-
phone number at which that person can
be reached. If the establishment has al-
ready registered in the past, the letter
should also include the owner or oper-
ator number, registration number, and
any listing numbers previously as-
signed by FDA for devices manufac-
tured at that establishment.

(2) Information about whether the
company is an initial importer as de-
fined in §807.3(g) and, if so, whether it
also conducts any other activities or
operations relating to devices.

(3) A statement that use of the Inter-
net is not reasonable for the person re-
questing the waiver, and an expla-
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nation of why such use is not reason-
able. The statement must be signed by
the owner or operator of the establish-
ment, or by a person employed by the
owner or operator who is authorized to
make the declaration on behalf of the
owner or operator.

(c) Those owners or operators who
have obtained a waiver from filing reg-
istration and listing information elec-
tronically should refer to §807.34 for in-
formation on how to submit such infor-
mation by postal mail.

(d) When additional device listing in-
formation (e.g., copies of labeling or
advertisements) is requested by FDA as
described at §807.26(e), such informa-
tion may be submitted by postal mail
or electronically by email, but will not
be submitted using the FDA electronic
device registration and listing system.

[77 FR 45941, Aug. 2, 2012]

§807.22 Times for establishment reg-
istration and device listing.

(a) Initial registration and listing. An
owner or operator of an establishment
who has not previously entered into an
operation described in §807.20(a) shall
register within 30 days after entering
into such an operation and submit de-
vice listing information at that time.

(b) Registration and listing updates.
Owners or operators shall review and
update all of their establishment reg-
istration and device listing informa-
tion that is on file at FDA, docu-
menting any changes that were not
previously reported as follows:

(1) Annual registration for each fiscal
year is required for all establishments.
Annual registration shall take place
during the period beginning on October
1 and ending on December 31 of each
fiscal year;

(2) Updates to the registration infor-
mation as described in §807.25(b) shall
be made within 30 days of any change
to such information;

(3) Every fiscal year, during the pe-
riod beginning on October 1 and ending
on December 31, owners or operators
shall review and update all of their de-
vice listing information that is on file
at FDA, reporting any changes or dele-
tions to listings and any new listings
that were not previously reported. The
accuracy of all information on file
must be confirmed each year regardless
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